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Gardasil: Tiép tuc theo déi cac phan ung ¢6 hai
ctia thuéc

Ngay 14/5/2015, Co quan Quan ly cic San
pham diéu tri Uc (TGA), tiép sau d6, ngay 13/7/2015,
Co quan Quan ly Dugc pham chau Au (EMA) théng
bao dang tiép tuc theo déi d6 an toan clia Gardasil
va hién chua phét hién dugc méi quan ngai nao vé
d6 an toan clia vac xin nay. Gardasil la vac xin dugc
chi dinh trong phong ngtia nhiém HPV (typ 6, 11, 16
va 18), phong nglia mac ung thu ¢é tlr cung va cac
bénh Iy khac gay ra bdi HPV. Vac xin nay hién dang
luu hanh réng rai tai hon 130 quéc gia trén thé gidi
va dugc danh gid la an toan va hiéu qua. Hai phan
Uing hiém gap dugc Uy ban Danh gid Nguy co Canh
gidc Dugc (PRAC) thudc EMA luu y va dua vao cac
chuong trinh ra soét bao gém: héi chiing dau cuc
b6 phic tap (CRPS), hdi chung tim dap nhanh tu
thé dung (POTS). Tuy nhién, hién chua phat hién
dugc méi guan hé nhan qua nao gida viéc strdung
Gardasil va cac phan tng cé hai hiém gép nay. O
Uc, tinh dén ngay 16/01/2015, TGA da ghi nhan cac
bdo cdo phan Ung co hai sau tiém phong Gardasil,
bao gbm: ngét xiu, may day, qua man va séc phan
vé. Chua co trudng hgp t vong nao dugc ghi nhan.
Mot vai ca réiloan hdy myelin, hédi ching dau cuc bd
phuic tap va suy budng tring sém & tré vi thanh nién
cUng xay ra sau khi tiém Gardasil. Tuy nhién, TGA xac
nhan hién chua cé bang ching cho thdy méi lién
quan gifa cac tinh trang nay va vac xin st dung.
Céc bdo cdo phan ting cé hai lién quan dén Gardasil
dang dugc TGA tiép tuc theo ddi chat ché. Trong
thoi gian ra sodt, chua co sy thay déi nao trong cac
khuyén cdo vé viéc st dung Gardasil dugc dua ra.

Thay d8i viéc dung cac thudc chita ho va cdm
lanh chia codein va bromhexin & tré em

Ngay 29/4/2015, Hoi dong vé Phan Ung co hai
clia thudc New Zealand (MARC) da dua ra khuyén cdo
vé su thay déi trong st dung cac thudc diéu tri ho va
cdm lanh chifa bromhexin hodc codein cho tré em.
Bromhexin, cing tién chét la ambroxol, cé tac dung
long dom, diu ho dolam tiéu chét nhay dudng héd hap.
Hién dang c6 quan ngai vé nguy co xdy ra phan tng di
ng vdi cac thudc cd chiia bromhexin hodc ambroxaol,
bao gém ca s6c¢ phan vé. Codein la mét opioid
gidm dau, gidm ho va dugc dung dé diéu tri cac
triéu chiing kho chiu cd cdm lanh. Trong cothé, codein
dugc chuyén héa thanh morphin, chét cd kha nang
gay suy ho hap, dac biét & tré em va trén cac déituong
dac biét. Do cac méi quan ngai nay, MARC khuyén cdo
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gidi han chi dinh diéu tri triéu chiing ho va cdm lanh
clia cac thudc cd chiia bromhexin cho bénh nhan tir
6 tudi trd Ién va cac thudc co chiia codein cho bénh
nhan ttr 12 tudi tré1én. Clng trong thang 4/2015, EMA
da théng bao chéng chi dinh codein cho tré em
dudi 12 tudi, déng thoi chéng chi dinh céc thudc
chia codein cho thiéu nién va tré vi thanh nién tu
12-18 tudi dang c6 van dé trén ho hap (hen, bénh
duong ho hdp man tinh). Co quan Quan ly Thudc va
Thuc phdm Hoa Ky (FDA) cling da c6 khuyén céo vé
gidi han chi dinh codein cho tré em t ndm 2013 va
dang tiép tuc danh gid tinh an toan clia cac thudc nay.

Khuyén cdo danh cho cdn bo y té:

- Can nhac chi nén st dung cac thudc chiia
bromhexin trong diéu tri triéu chiing ho va cdm
lanh cho ngudi 6n va tré em 1t 6 tudi trés lén.

- Chi strdung cac thuéc chiia codein trong
diéu tri triéu ching ho va cdm lanh cho ngudi
6N va tré em tir 12 tudi trd 1én.

- Dung thudce vdi liéu thap nhat co hiéu qua
trong thdi gian ngdn nhét cd thé.

-Trao d6i véi ngudi bénh vé nguy co cd thé
gap khi dung thudc. Trong trudng hop ho va
cdm lanh & bénh nhan nhi, c6 thé dp dung cac
bién phap khdng dung thuéc nham gidm triéu
chiing: nghi ngai, ubng 4t nudc, ubng mat ong
(cho bénh nhi trén 1 tudi).

- Theo déi, x( tri va bdo cdo cho Trung tam
DI & ADR Quéc gia cac phan tng cé hai nghi
ngo o lién quan dén thude.

Duloxetin hydroclorid: Nguy co héi ching
an than kinh ac tinh

Ngay 23/4/2015, MHLW/PMDA théng béo vé
viéc cap nhat thdng tin vé nguy ca an than kinh ac
tinh trén nhan thudc chia duloxetin hydroclorid tai
Nhat Ban. MHLW/PMDA nhan thdy héi chiing an
than kinh ac tinh da duoc ghi nhan & bénh nhan
diéu tri bang duloxetin hydroclorid tai Nhat Ban.
Dua trén y kién chuyén gia va cac bang ching hién
€6, MHLW/PMDA khuyén céo can bd sung doan
dudi day vao phan “Cac phan ting c6 hai cé y nghia
lam sang”trong muc “Cac phan Ung cé hai"trén to
hudng dan st dung clia cac thude nay.

V& hoi chiing an than kinh &c tinh: Hoi chiing
nay c6 thé xdy ra khi st dung thudc. Khi bénh nhan
c6 cac ddu hiéu nhu sét, mat ngdn ngl, cling cac co
16N, khé nudt, tim dap nhanh, huyét ap bat thudng,
va mé hoi, tang bach cau, téng creatin kinase huyét
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thanh, ... can ngling duing thudc, lam mét co thé,
bu nudc va thuc hién cac bién phap xU tri pht hop.
Ngoai ra, duloxetin c6 nguy cg gay suy gidm chuic
nang than cling myoglobin niéu c thé dan dén suy
than cap nén can rat than trong khi dung thudc”

Cefotaxim va clopidogrel: Nguy co gap ban mun
m0 toan than cap tinh

Ngay 23/4/2015, 86 Suc khde, Lao dong va Phuc
lgi Nhat Ban (MHLW) va Cuc Quén ly Dugc phdm
Nhat Ban (PMDA ) thong bao vé viéc cdp nhat thong
tin vé nguy ca ban mun md toan than cdp tinh trén
nhan thudc chia cefotaxim va clopidogrel tai Nhat
Ban. MHLW/PMDA nhan thdy ban mun md toan than
cap tinh da dugc ghi nhan & bénh nhan diéu tri bang
cefotaxim va clopidogrel tai cac nudc khac. Dua trény
kién chuyén gia va cac bang chiing hién cé, MHLW/
PMDA khuyén céo can bd sung “ban mun md toan
than cdp tinh" vao phan “Cac phan dng ¢ hai cd y
nghia lam sang"trong muc“Cac phan tng c6 hai"trén
& hudng dan strdung clia cac thudc nay.

Triamcinolon acetonid: Nguy co dut gan khi
tiém thuéc

Ngay 24/3/2015, MHLW/PMDA théng béo vé
viéc cap nhat thong tin vé nguy co dit gan trén
nhan thudc chia triamcinolon acetonid dang tiém
tai Nhat Ban. MHLW/PMDA nhan thdy cac trudng
hop dut gan da duoc ghi nhan & bénh nhan diéu
trj bang triamcinolon acetonid tai Nhat Ban. Dua
trén y kién chuyén gia va cac bang ching hién cé,
MHLW/PMDA khuyén céo can bé sung doan dudi
day vao phan“Céac phan tng c6 hai cé y nghia lam
sang” trong muc “Cac phdn Ung c6 hai” trén to
hudng dan s& dung clia cac thudc nay.

"Put gan: Khi thudc dugc tiém truc tiép vao gan
nhiéu 1an, tinh trang dut gan cd thé xdy ra. Bénh nhan
can dugc giam sat chat ché. Khi phat hién dugc bét
U biéu hién bt thudng nao, can co bién phap x{ tri
pht hop, nhu ngting dung thuéc cho bénh nhan”

Capecitabin - acid folic: Tuong tac c6 nguy
co tang doc tinh cta capecitabin

Thang 5/2015, Trung tam Canh gidc Dugc Ai Cap
(EPVQ) cdng bd mét bédo cdo cho thdy nguy ¢ tang
déc tinh clia capecitabin khi diing déng thoi véi acid
folic. Capecitabin la dén chét fluoropyrimidin carbamat
va la tién thudc dugc chuyén hoa thanh 5-lucrouracil
(5-FU) sau khi ung, duoc chi dinh str dung don doc
hodc phéi hap vdi cac thudc khac trong ung thu dai
trang, tryc trang va da day. Acid folic la mét trong nhiing
thanh phan cla cac ché phdm bd sung vitamin va
khoang chat cho bénh nhan suy nhugc trong nhiéu tinh
trang bénh Iy, trong do cé bénh nhan ung thu. Theo t&
tOm it thdng tin san pham clia capecitabin, acid folinic
tuong tac véi capeditabin theo co ché dugc luc hoc va
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€06 khd ndng lam gia tang doc tinh clia capecitabin. Acid
folic co cu trdc tuong tur add folinic va do d6 cing c6
nguy co'tdng doc tinh clia capecitabin.

Khuyén cdo danh cho cdn bg y té:

-Viéc strdung déng thoi capecitabin va acid
folic c6 thé lam tang téc dung dugc ly clia 5-FU.

- C6 thé can nhac st dung liéu thap hon clia
5-FU hodc tién thude.

- Gidm sat chat ché cac doc tinh ¢ thé xay
ra clia 5-FU: Gidm bach cau trung tinh, giam tiéu
cau, viém da day, xudt huyét tiéu héa, tiéu chay
nang, ndn, phan Ung ngoai da va bénh than.

- Canh bao bénh nhan khoéng tu'y dung cac
ché pham bé sung acid folic hodc cac ché phdm
multi-vitamin c6 chifa acid folic khi chua xin y kién
cliabacsi.

- Than trong khi st dung cac ché pham
multi-vitamin két hop véi héa tri liéu.

Ceftriaxon - dung dich chua calci: Tuong ky
gay ti vong trén bénh nhan nhi

EPVC nhéc lai cho cac can bd y té vé cap tuong
ky 'n6i tiéng” gitra ceftriaxon natri s&t dung dudng
tiém va cac dung dich tiém truyén tinh mach c6
chua calci. Mot vai ca tirvong khi dung déng thai hai
loai dung dich nay da dugc ghi nhan. Trong do, da
€0 bdo cdo quan st thdy co su hinh thanh tinh thé
khi sinh thiét phdi va than clia bénh nhi so'sinh dung
déng thai ceftriaxon va dung dich ¢6 chia calci. G
mot s6 bénh nhan diing chung mét day truyén cho
ca ceftriaxon va dung dich chua calci ciing quan sét
dugckét tha trén duong truyén. Chua ghinhan dugc
bao cdo nao tuong tu trén déi tuong ngudi In.
To théng tin sdn pham cuia ceftriaxon khuyén céo
ceftriaxon va cac dung dich chia calci khdng nén
tron lan hodc dung dong thdi, tham chi khi dung
qua cac duong truyén khac nhau hodc & cac vi tri
tiém truyén khac nhau. Khuyén céo nay ap dung vai
bat ky bénh nhan nao, khdng ké dén dé tudi. Hai loai
thudc nay nén duing cach nhau téi thiéu 48 gio.

Khuyén cdo danh cho cdn by y té:

- Cac dung dich chia calci nhu dich truyén
Ringer khéng nén st dung dé hoan nguyén
thudc tiém ceftriaxon hodc dé pha lodng thudc
tiém ceftriaxon da hoan nguyén do c6 thé hinh
thanh tda.

- Tla ceftriaxon-calci c6 thé hinh thanh khi
tron lan cefiriaxon véi cac dung dich chiia calc
trong mét dudng truyén. Ceftriaxon khéng nén
dung déng thoi véi cc dung dich c6 chia cald
bao gbm ca cac dich truyén chia calci duoc truyén
lién tuc nhu dich truyén dinh dudng ngoai dudng
tiéu hda qua chacchar Y.
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- V& bénh nhan khong phai tré so sinh (nhu
3 ngudi 16N, nguy co gdp két tda thap hon nhiéu
so Vdi tré so sinh), ceftriaxon va cac dung dich chiia
caldi c6 thé dung luan phién nhau trong truding
hop dudng truyén duoc trdng rlia hoan toan bang
dung dich tuong hop gitia cac lan truyén.

Clozapin vdi cac thudc chéng loan than khac:
Nguy co tang bach cau ua eosin, thiéu mau
nhugc sic, tang bach ciu va tang héng cau
EPVC nhan duoc 9 bdo cdo vé tang bach cau ua
eosin, thi€u mau nhugc séc, tang bach cau va tang
hoéng cau clia cac bénh nhan s dung clozapin dai
ngay phdi hop véi cac thudc chdng loan than khac.
Clozapin la mét thudc chdng loan than phd rong it cd
tac dung ngoai thap. Tuy nhién, do cé nguy ca gidm
bach cau hat, thudc dugc EPVC khuyén cdo chi gidihan
chi dinh cho nhiing bénh nhan khong dap Ung hay
khéng dung nap vdi cac thude chéng loan than khac.

Khuyén cdo danh cho cdn by y té:

- Chi str dung clozapin cho bénh nhan khéng
dap ting hay khding dung nap véi cac thudc chéng
loan than khéc, d€ diéu tri tinh trang loan than
trong bénh Parkinson khi cac bién phap diéu tri
khac déu that bai.

- Xét nghiém cong thiic mau, dac biét la s6
luong bach cau, can dugc thuc hién trong vong 10
ngay trudc khi bédt dau dung dlozapin, hang tuan
trong khi diing thudc trong 18 tuan dau va sau do
it nhat mai 4 tuan.

- Chi dung thuéc cho nhiing bénh nhan cb
s6 lugng bach cau va sé luong bach cau trung tinh
tuyét déi (ANC) binh thudng (bach cau >3500 té
bao/mm3va ANC >2000 t& bao/mm?).

- Ngiing thuéc ngay lap tdc khi thdy bénh
nhan c6 6 luong bach cau <3500 t€ bao/mm3 va
ANC <1500 t& bao/mm?3. Khi d6, can giam sat chat
chéxét nghiém huyét hoc cliabénh nhan cho dén
khi cong thiic mau tré vé binh thuoing. Bénh nhan
cling can theo dai vé tinh trang giam sat nhiém
khuan cé thé xay ra. Khong tai st dung thudc,

- Khéng nén dung phéi hgp clozapin vai cac
thudic chéng loan than khac.

- Ngting diéu tri ngay lap tuc khi xdy ra giam
bach cau trung tinh hay bach cau hat.

Olanzapin: Tt vong lién quan dén cac thuéc
diéu tri tdm than phan liét dang tiém

Ngay 23/3/2015, FDA thong béo két qué ra soat
2 truong hgp trvong sau khi tiém olanzapin pamoat
tac dung kéo dai (da dugc bdo cdo tir nam 2013).
Khdo st nhdm xac dinh nguyén nhan cla sy tang
néng dé olanzapin pamoat trén hai bénh nhan nay
chua thé dua ra két luan r6 rang. Khong thé loai trur

mot khd ndng gay t& vong la do tac dung mudn
clia viéc thude dugc hdp thu vao co thé qua nhanh
sau tiém bap. Tuy nhién, viéc tdng néng d6 thudc
trong mau cing co thé xay ra sau khi bénh nhan
da tlrvong. Trén co s¢ tat ca cac thong tin thu duoc,
FDA khong khuyén cdo bét cir thay déi nao trong
ké don va s dung olanzapin pamoat. Bénh nhan
khong nén tyy ngling thuéc ma khong thong bao
vdi bac si. FDA cling khuyén cdo cac can bd y té van
tiép tuc st dung thudc trong diéu tri.

Khuyén cdo danh cho nguoi bénh:

- Nguai bénh chi dugc st dung olanzapin
pamoat tiém bap tai co sGy té co du trang thiét
bi phuc vu cho tinh trang khén cap va & lai theo
dai it nhat 3 gio sau khi tiém thudc tai co sé.

- Ngudi bénh can cé ngudi dua vé nha tur
casdy té sau khi tiém thudc.

Rivaroxaban va nguy ca'tén thuong gan

Rivaroxaban (Xarelto) la mét thudc chéng déng
duong uéng, tac dung thdng qua Uic ché yéu té X hoat
hda la yéu t6 dong vai trd trung tam trong qua trinh
hinh thanh cuc mau déng. Thudc dugc chi dinh du
phong va diéu tri cac bién chiing do huyét khéi tinh
mach va du phong dét quy hay thuyén tdc mach hé
théng trén nhiing bénh nhan cé rung nhi; chéng chi
dinh cho bénh nhan c6 bénh ly méc kem tai gan déng
thdi véi bénh ly dong mau va co nguy ca chdy mau rd
réttrén lam sang.

Health Canada da ra sodt lai y van va xac dinh 16
trudng hop dugc cdng bd cd t6n thuong gan nghi ngd
do rivaroxaban; cac thong tin téng hop déu da dang vé
dac diém bénh nhan, dic diém str dung rivaroxaban
va tinh chét t6n thuong gan. Tuy nhién, tng quan hé
théng va phan tich meta cac thirnghiém lam sang pha
lIl lai cho thdy cac thudc chéng dong mdi, bao gém
ca rivaxoraban khéng lién quan dén tén thuong gan
do thudc so vdi cac thudc déi chiing. Tinh 3én ngay
30/9/2014,61 béo cdo vé tén thuong gan ¢ st dung
rivaroxaban da duoc gui dén Health Canada; da s6 cac
béo céo nay khong co day di thong tin nén chua thé
danh gid dugc méi quan hé nhan qua.

Health Canada két ludn chua hinh thanh méi
quan hé nhan qua gila viéc st dung rivaroxaban va
t6n thuong gan. Do d6, Health Canada tiép tuc theo
déi va khuyén khich can bd y € bao cdo cac truong
hop nghi ngd vai day 3 thong tin quan trong lién
quan dé gop phan danh gia cac yéu t6 nguy ¢g, bao
gdém: liéu dung, thai gian dung, cac bénh mac kém
(bénh ly trén gan), cac thudc dung kém va liéu duing,
két qua xét nghiém hda sinh gan, loai trir cac nguyén
nhan khéc c6 khd nang gay t6n thuong gan (vi du
viém gan virus hay tu mién, thiéu mau cucbd gan, ..,
dap Ung véi viec ngiing thudc va két qua diéu tri.
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Nguy cc lién quan dén hydroxycloroquin
M&i ndm CARM déu nhan dugc mét sé luong
bao cdo vé cac phan Uing cé hai ¢é lién quan dén
hydroxycloroquin. La mét thudc co tac dung
chéng ky sinh tring st rét, hydroxycloroquin hién
duac chi dinh cht yéu trong diéu tri cac bénh Iy tu
mién (nhu Lupus ban d6). Thudc cé thé gay ra mot
s6 phan Ung cé hai tuy hiém gdp nhung nghiém
trong, bao gém cac phan Ung trén mat (bénh ly
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vdng mac nghiém trong khéng héi phuc, bénh
gidc mac), tim (bénh co tim va kéo dai khodng QT),
huyét hoc (r6i loan tao mauy), than kinh va than kinh
ca (bénh than kinh ngoai bién, nhugc ca); thudng
lién quan dén viéc st dung thudc kéo dai véi muc
liéu cao, da s6 c6 tién trién sau ngling thudc. Cac
bac s can khai thac tién s, bénh ly mac kem va
thuc hién theo déi dinh ky cho bénh nhan, dac biét
la cdc bénh nhan st dung thudc nay dai ngay.



